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Presentation
Rosu EZ 5/10 Tablet: Each Bi-layer tablet contains Rosuvastatin Calcium BP equivalent to Rosuvastatin 5 mg and 10 mg Ezetimibe USP.
Rosu EZ 10/10 Tablet: Each Bi-layer tablet contains Rosuvastatin Calcium BP equivalent to Rosuvastatin 10 mg and 10 mg Ezetimibe USP.
Rosu EZ 20/10 Tablet: Each Bi-layer tablet contains Rosuvastatin Calcium BP equivalent to Rosuvastatin 20 mg and 10 mg Ezetimibe USP.

Pharmacology
Rosuvastatin is an inhibitor of HMG CoA-reductase that converts 3-hydroxy3-methylglutaryl coenzyme A to mevalonate, a precursor of cholesterol. In in-vivo 
and in-vitro studies, Rosuvastatin produces its lipid-modifying effects in two ways. First, it increases the number of hepatic LDL receptors on the cell-surface 
to enhance uptake and catabolism of LDL. Second, Rosuvastatin inhibits hepatic synthesis of VLDL, which reduces the total number of VLDL and LDL 
particles.
The molecular target of Ezetimibe is the sterol transporter, Niemann-Pick C1-Like 1 (NPC1L1), which is involved in the intestinal uptake of cholesterol and 
phytosterols. Ezetimibe localizes at the brush border of the small intestine and inhibits the absorption of cholesterol, leading to a decrease in the delivery of 
intestinal cholesterol to the liver. This causes a reduction of hepatic cholesterol stores and an increase in clearance of cholesterol from the blood.

Indications
Combination of Rosuvastatin and Ezetimibe tablet is indicated in adults:
• As an adjunct to diet in patients with primary non-familial hyperlipidemia to reduce low-density lipoprotein cholesterol (LDL-C).
• Alone or as an adjunct to other LDL-C-lowering therapies in patients with homozygous familial hypercholesterolemia (HoFH) to reduce LDL-C.

Dosage & Administration
• Swallow tablets whole; do not crush, dissolve or chew.
• Dosage range is 5 mg/10 mg to 40 mg/10 mg once daily.
• Recommended dosage depends on the indication for usage, LDL-C, and individual risk for cardiovascular events.
• Assess LDL-C as early as 2 weeks after initiating combination of Rosuvastatin and Ezetimibe, and adjust dosage as necessary.
• Asian patients: Initiate at 5 mg/10 mg once daily.
• Patients with severe renal impairment (not on hemodialysis): initiate at 5 mg/10mg once daily; do not exceed 10 mg/10 mg once daily.
• Administer combination of Rosuvastatin and Ezetimibe at least 2 hours before or 4 hours after administration of a bile acid sequestrant.
• Administer combination of Rosuvastatin and Ezetimibe at least 2 hours before administration of an aluminum and magnesium hydroxide combination 
antacid.

Side Effects
Most common side effects for:
• Rosuvastatin (incidence >2% and greater than placebo) are headache, nausea, myalgia, arthralgia, dizziness, asthenia, constipation, and abdominal pain.
• Ezetimibe (incidence >2% and greater than placebo) are upper respiratory tract infection, diarrhea, arthralgia, sinusitis, pain in extremity, fatigue, and 

influenza.
• Ezetimibe co-administered with a statin (incidence >2% and greater than statin alone) are nasopharyngitis, myalgia, upper respiratory tract infection,

arthralgia, diarrhea, back pain, influenza, pain in extremity, and fatigue. 

Contraindications
Combination of Rosuvastatin and Ezetimibe Tablet is contraindicated in patients with:
• Acute liver failure or decompensated cirrhosis.
• Hypersensitivity to Rosuvastatin, Ezetimibe, or any excipients in combination of Rosuvastatin and Ezetimibe. Hypersensitivity reactions including
anaphylaxis, angioedema, and erythema multiforme have been reported.

Drug Interactions
• Gemfibrozil or Cyclosporin: Avoid concomitant use with combination of Rosuvastatin and Ezetimibe tablet.
• Antivirals: Avoid concomitant use of combination of Rosuvastatin and Ezetimibe with certain antivirals and adjust the dose of combination of Rosuvastatin 
and Ezetimibe with other antivirals. See Full Prescribing Information for details on concomitant use of combination of Rosuvastatin and Ezetimibe with
antivirals.
• Darolutamide: Do not exceed combination of Rosuvastatin and Ezetimibe 5 mg/10 mg once daily.
• Regorafenib: Do not exceed combination of Rosuvastatin and Ezetimibe 10 mg/10 mg once daily.
• Fenofibrates, Niacin, Colchicine: Consider the risks and benefits of concomitant use with combination of Rosuvastatin and Ezetimibe.
• Warfarin: Obtain INR (International Normalized Ratio) before combination of Rosuvastatin and Ezetimibe initiation and monitor INR during combination of

Rosuvastatin and Ezetimibe dosage initiation or adjustment.

Precautions
Myopathy and Rhabdomyolysis: Risk factors include age 65 years or greater, uncontrolled hypothyroidism, renal impairment, concomitant use with certain
other drugs, and higher combination of Rosuvastatin and Ezetimibe dosage. Discontinue combination of Rosuvastatin and Ezetimibe if markedly elevated
Creatine Kinase (CK) levels occur or myopathy is diagnosed or suspected. Temporarily discontinue combination of Rosuvastatin and Ezetimibe in patients
experiencing an acute or serious condition at high risk of developing renal failure secondary to rhabdomyolysis. Inform patients of the risk of myopathy and 
rhabdomyolysis when starting or increasing combination of Rosuvastatin and Ezetimibe dosage. Instruct patients to promptly report unexplained muscle pain, 
tenderness, or weakness, particularly if accompanied by malaise or fever.

Immune-Mediated Necrotizing Myopathy (IMNM): Rare reports of IMNM, an autoimmune myopathy, have been reported with statin use.
Hepatic Dysfunction: Increases in serum transaminases have occurred, some persistent. Rare reports of fatal and non-fatal hepatic failure have occurred.
Consider testing liver enzyme tests before initiating therapy and as clinically indicated thereafter. If serious hepatic injury with clinical symptoms and/or 
hyperbilirubinemia or jaundice occurs, promptly discontinue combination of Rosuvastatin and Ezetimibe.

Use in Pregnancy & Lactation
• Pregnancy: May cause fetal harm.
• Lactation: Breastfeeding not recommended during treatment with combination of Rosuvastatin and Ezetimibe tablet.

Pharmaceutical Precautions
Store at below 30oC in a dry place protected from light. Keep out of reach of children. 

Commercial Packs
Rosu EZ 5/10 Tablet: Each box contains 3x10 tablets in Alu-Alu blister pack.
Rosu EZ 10/10 Tablet: Each box contains 3x10 tablets in Alu-Alu blister pack.
Rosu EZ 20/10 Tablet: Each box contains 2x10 tablets in Alu-Alu blister pack.

Prescription Only



Dc¯’vcb

imy B‡RW 5/10 U¨ve‡jU: cÖwZwU evB-†jqvi U¨ve‡j‡U i‡q‡Q imyfvmU¨vwUb K¨vjwmqvg wewc hv 5 wg.MÖv. imyfvmU¨vwU‡bi mgZzj¨ Ges 10 wg.MÖv. B‡RwUwge BDGmwc|

imy B‡RW 10/10 U¨ve‡jU: cÖwZwU evB-†jqvi U¨ve‡j‡U i‡q‡Q imyfvmU¨vwUb K¨vjwmqvg wewc hv 10 wg.MÖv. imyfvmU¨vwU‡bi mgZzj¨ Ges 10 wg.MÖv. B‡RwUwge BDGmwc|

imy B‡RW 20/10 U¨ve‡jU: cÖwZwU evB-†jqvi U¨ve‡j‡U i‡q‡Q imyfvmU¨vwUb K¨vjwmqvg wewc hv 20 wg.MÖv. imyfvmU¨vwU‡bi mgZzj¨ Ges 10 wg.MÖv. B‡RwUwge BDGmwc|

dvg©v‡KvjwR

imyyfvmU¨vwUb GKwU GBPGgwR †KvG-wiWv‡±m BbwnweUi, hv †Kv‡j‡÷i‡ji c~e©m~wi 3-nvB‡W«vw·-3-wg_vBjMøyUvwij †KvGbRvBg‡K †gfv‡jv‡b‡U iƒcvšÍi K‡i| Bb-wf‡fv Ges 

Bb-wf‡U«v ÷vwW‡Z imyyfvmU¨vwUb `ywU Dcv‡q Zvi wjwcW-ms‡kvabKvix cÖfve ‰Zwi K‡i| cÖ_gZ GwU GjwWGj-Gi MÖnY I wecvK‡K DbœZ Ki‡Z †Kvl-c„‡ô †ncvwUK GjwWGj 

wi‡mÞ‡ii msL¨v evovq| wØZxqZ imyyfvmU¨vwUb wfGjwWGj-Gi †ncvwUK ms‡kølY‡K evav †`q, hv wfGjwWGj Ges GjwWGj KYvi †gvU msL¨v Kgvq|

B‡RwUwg‡ei j¶¨ nj †÷ij UªvÝ‡cvU©vi, wbg¨vb-wcK wm1-jvBK 1 (Gbwcwm1Gj1), hv A‡š¿i †Kv‡j‡÷ij Ges dvB‡Uv‡÷ij MÖn‡Yi mv‡_ RwoZ| B‡RwUwge ÿz`ªv‡š¿i eªvk eW©v‡i 

_v‡K Ges †Kv‡j‡÷ij †kvl‡Y evav †`q, d‡j wjfv‡i A‡š¿i †Kv‡j‡÷ij mieivn n«vm cvq| wjfv‡i †Kv‡j‡÷ij mÂq n«vm cvq Ges i³ †_‡K †Kv‡j‡÷ij wbtmiY e…w× K‡i|

wb‡`©kbv

imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb U¨ve‡jU cÖvßeq¯‹‡`i †ÿ‡Î wb‡`©wkZ:

• †jv †WbwmwU jvB‡cv‡c«vwUb †Kv‡j‡÷ij (LDL-C) Kgv‡Z cÖvB‡gix bb-d¨vwgwjqvj nvBcviwjwc‡Wwgqv †ivMx‡`i Lv‡`¨i ms‡hvRb wnmv‡e|

•  GKK A_ev Ab¨vb¨ LDL-C  n«vmKvix wPwKrmvi Rb¨ ms‡hvRb wnmv‡e †nv‡gvRvBMvm d¨vwgwjqvj nvBcvi‡Kv‡j‡÷‡iv‡jwgqv (HoFH) †ivMx‡`i LDL-C Kgv‡Z|

gvÎv I cÖ‡qvMwewa

•  m¤ú~Y© U¨ve‡jU †meb Kiæb; P~Y© Kiv, †Kvb `ªe‡Y `«exf~Z Kiv ev wPwe‡q †meb Kiv hv‡e bv|

•  ‰`wbK wb‡`©wkZ gvÎv 5 wg.MÖv/10 wg.MÖv †_‡K 40 wg.MÖv/10 wg.MÖv. ch©šÍ|

• †iv‡Mi aib, LDL-C Gi gvÎv, ü`‡iv‡Mi wewfbœ Kvi‡Y Jl‡ai gvÎv wbf©i K‡i|

•  imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb wPwKrmv ïiæ Kivi `yB mßv‡ni g‡a¨ LDL-C Gi gvÎv wbiƒcb Ki‡Z n‡e Ges cÖ‡qvR‡b gvÎv mvgÄm¨ Ki‡Z n‡e|

•  Gwkqvb †ivMx‡`i Rb¨: 5 wg.MÖv./10 wg.MÖv. w`‡q wPwKrmv ïiæ Ki‡Z n‡e|

•  ¸iæZi wKWwb AKvh©Ki †ivMx‡`i †ÿ‡Î (†n‡gvWvqvjvBwmm Ki‡Qb bv): ‰`wbK 5 wg.MÖv./10 wg.MÖv.; Z‡e 10 wg.MÖv/10 wg.MÖv. Gi AwaK bq|

•  evBj GwmW wm‡Kv‡qmUv‡i›U Jla †me‡bi AšÍZ 2 N›Uv Av‡M A_ev 4 N›Uv c‡i imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb Jla †meb Ki‡Z n‡e|

•  A¨vjywgwbqvg Ges g¨vM‡bwkqvg nvB‡Wªv·vB‡Wi Kw¤^‡bkb A¨v›UvwmW Jla †me‡bi AšÍZ 2 N›Uv Av‡M imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb Jla †meb Ki‡Z n‡e|

cvk¦© cÖwZwµqv

mvavib cvk^©cÖwZwµqv ¸‡jvi g‡a¨ i‡q‡Q:

•  imyyfvmU¨vwU‡bi (cøvwm‡evi Zyjbvq 2% ev Gi AwaK cÖebZv) †ÿ‡Î gv_ve¨_v, ewg ewg fve, gvqvjwRqv, Av_«©vjwRqv, gv_v †Nviv, A¨vm‡_wbqv, †KvôKvwVb¨ Ges †c‡U e¨_v|

•  B‡RwUwg‡ei (cøvwm‡evi Zzjbvq 2% ev Gi AwaK cÖebZv) †ÿ‡Î Dc‡ii k¦vm bvjxi msµgY, Wvqvwiqv, Av_«©vjwRqv, mvB‡bvmvBwUm, nv‡Zi As‡k e¨_v, K¬vwšÍ Ges Bbd¬y‡qÄv|

• ÷¨vwU‡bi mv‡_ B‡RwUwge †meb Kivi (÷¨vwU‡bi Zzjbvq 2% ev Gi AwaK cÖebZv) †ÿ‡Î bv‡mvd¨vwiÄvBwUm, gvqvjwRqv, Dc‡ii k¦vm bvjxi msµgY, Av_«©vjwRqv, Wvqwiqv, 

wc‡V e¨_v, Bbd¬‡qÄv, nv‡Zi e¨_v Ges K¬vwšÍ|

cÖwZwb‡`©kbv

†h mKj †ivMx‡`i †ÿ‡Î imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb U¨ve‡jU cÖwZwb‡`©wkZ:

•  Zxe« hK…‡Zi AKvh©KvwiZv A_ev wWKg‡cb‡m‡UW wm‡ivwmm|

• imyyfvmU¨vwUb, B‡RwUwge, ev imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb U¨ve‡jU-Gi mswgk«‡Y †h‡Kvb Gw·wc‡q‡›Ui cÖwZ AwZ ms‡e`bkxjZv| A¨vbvdvBj¨vw·m, GbwRI‡Wgv 

Ges Gwi‡_gv gvwëdg© mn AwZ ms‡e`bkxj cÖwZwµqv wi‡cvU© Kiv n‡q‡Q|

Jl‡ai wg_w®Œqv

•  †RgdvB‡e«vwRj ev mvB‡K¬v‡¯úvwib: imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb U¨ve‡j‡Ui mv‡_ GK‡hv‡M e¨envi Gwo‡q Pjyb|

•  A¨vw›UfvBivj: wbw`©ó A¨vw›UfvBivj¸wji mv‡_ imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb U¨ve‡j‡Ui e¨envi Gwo‡q Pjyb Ges Ab¨vb¨ A¨vw›UfvBivj¸wji mv‡_ imyyfvmU¨vwUb Ges

B‡RwUwg‡ei Kw¤^‡bkb U¨ve‡j‡Ui gvÎv mvgÄm¨ Kiæb| A¨vw›UfvBivj¸wji mv‡_ imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb U¨ve‡j‡Ui e¨env‡ii wek` weei‡Yi Rb¨ m¤ú~Y©

†cÖmµvBwes Z_¨ †`Lyb|

•  Wv‡ivjyUvgvBW: imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb ‰`wbK 5 wg.MÖv./10 wg.MÖv. Gi AwaK †meb Kiv hv‡ebv| 

•  †i‡Mviv‡dwbe: imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb ‰`wbK 10  wg.MÖv./10 wg.MÖv. Gi AwaK †meb Kiv hv‡ebv| 

•  †d‡bvdvB‡e«Um, wbqvwmb, †KvjPvBb: imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb e¨env‡ii SyuwK Ges myweav¸wj we‡ePbv Kiæb|

•  Iqvidvwib: imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb ‰`wbK 5  wg.MÖv./10 wg.MÖv. Gi AwaK †meb Kiv hv‡ebv| 

• imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb ïiæ Kivi c~‡e© AvBGbAvi (AvšÍ©RvwZK mvavib AbycvZ) wbY©q Kiæb Ges imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb †WvR ïiæ A_ev 

mvgÄ‡m¨i mgq AvBGbAvi ch©‡e¶Y Kiæb|

mZK©Zv

gv‡qvc¨vw_ Ges i¨ve‡WvgvqvjvBwmm: SyuwKi KviY¸wji g‡a¨ i‡q‡Q 65 eQi ev Zvi AwaK eqm, Awbqwš¿Z nvB‡cv_vBiqwWRg, e„°xq AKvh©KvwiZv, Ab¨vb¨ Jl‡ai mv‡_ GK‡hv‡M 

e¨envi Ges imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bk‡bi D”PZi gvÎv| imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb U¨ve‡jU eÜ Ki‡Z n‡e hw` wµ‡qwUb KvB‡bR (wm‡K) Gi D”PZi 

gvÎv j¶Yxqfv‡e wbY©q nq A_ev m‡›`n nq| i¨ve‡WvgvqvjvBwm‡mi †m‡KÛvwi e„°xq AKvh©KvwiZvi D”P SyuwK‡Z _vKv †ivMx‡`i †ÿ‡Î imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb 

mvgwqKfv‡e eÜ Ki‡Z n‡e| imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb †WvR ïiæ A_ev evov‡bvi mgq †ivMx‡`i gv‡qvc¨vw_ Ges i¨ve‡WvgvqvjvBwm‡mi SuywK m¤ú©‡K AewnZ Kiæb|  

†ivMx‡`i Awej‡¤^ Ae¨³ †ckx e¨_v, †KvgjZv ev `~e©jZvi wi‡cvU© Ki‡Z wb‡`©k w`b, we‡kl K‡i hw` Amy¯’Zv ev R¡i _v‡K| 

BwgDb-†gwW‡q‡UW †b‡µvUvBwRs gv‡qvc¨v_x (AvBGgGbGg): ÷¨vwUb e¨env‡ii mv‡_ AvBGgGbGg, hv GKwU A‡UvBwgDb gv‡qvc¨vw_i weij wi‡cvU© cvIqv †M‡Q|

†ncvwUK wWmdvskb: †mivg U«vÝwg‡bwmm e…w× cvq, wKQz †ÿ‡Î Aweivg _v‡K| gvivZ¥K Ges A-gvivZ¥K †ncvwUK e¨_©Zvi weij wi‡cvU© N‡U‡Q| wPwKrmv ïiæ Kivi Av‡M Ges 

Zvic‡i wK¬wbK¨vwj wb‡`©wkZ wnmv‡e wjfvi GbRvBg cix¶v Kivi K_v we‡ePbv Ki‡Z n‡e| wK¬wbK¨vj DcmM© Ges/A_ev nvBcviwewjiæwe‡bwgqv A_ev RwÛm mn ¸iæZi †ncvwUK 

AvNvZ n‡j imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb Awej‡¤^ eÜ Kiæb| 

Mf©ve¯’vq Ges `y»`vbKv‡j e¨envi

Mf©ve¯’vq: å~‡Yi ¶wZ n‡Z cv‡i|

`y»`vbKv‡j: imyyfvmU¨vwUb Ges B‡RwUwg‡ei Kw¤^‡bkb U¨ve‡jU †me‡bi mgq ey‡Ki `ya LvIqv‡bv †_‡K weiZ _vKv DwPZ| 

dvg©vwmDwUK¨vj mZK©Zv

Av‡jv ‡_‡K `~‡i, 30

o
 †mt ZvcgvÎvi wb‡P ï®‹ ¯’v‡b ivLyb| mKj Jla wkï‡`i bvMv‡ji evB‡i ivLyb|

evwYwR¨K †gvoK

imy B‡RW 5/10 U¨ve‡jU: cÖwZwU ev‡· Av‡Q 3x10 wU U¨ve‡jU A¨vjy-A¨vjy weø÷vi c¨v‡K| 

imy B‡RW 10/10 U¨ve‡jU: cÖwZwU ev‡· Av‡Q 3x10 wU U¨ve‡jU A¨vjy-A¨vjy weø÷vi c¨v‡K| 

imy B‡RW 20/10 U¨ve‡jU: cÖwZwU ev‡· Av‡Q 2x10 wU U¨ve‡jU A¨vjy-A¨vjy weø÷vi c¨v‡K| 

imy B†RW

imyfvmU¨vwUb Ges B‡RwUwge

e¨e¯’vcÎ Abyhvqx e¨envh©

ccyjvi dvg©vwmDwUK¨vjm& wcGjwm.

164, U½x BÛvwóªqvj Gwiqv, MvRxcyi, evsjv‡`k

cÖ¯‘ZKviK t


